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Beecham Corporation v. The Minister of Health and Pharmascience Inc., Court No. T- 

1871 -00, containing an Index and: 7 

Exhibit O: Affidavit of Dr. Bertram Pitt sworn April l r 2002 (Canada Inderal fYmrr-T™! 

Division, Court No. T-1871-01), pp. 2083-2121, further including Ejmibit A: Curriculum 

vitae. pp. 2122-2193: Exhibit B: Comparison document prepared b£ Hitchman <fc 

Sprigings, pp. 2194-2209; 7 

Exhibit R: Transcript of cross-exaniination of Dr. Pitt taken or/June 24, 200? (r^naHa 

Federal Court-Trial Division, Court No. T-1871-01), pp. 22^0-2284; 

Exhibit S: Affidavit of Dr. Robert Rangno sworn April 1 , 2002 (Canada, Federal rmirr, 

Triai Division, Court No. T-1871-01), pp. 2285-2324, further including Exhibit 1: 

Curriculum vitae, pp. 2325-2342; Exhibits 2-4 not induded: Documents struck by 

Canadian Court order dated June 1 1 , 2002 / 

Exhibit T: Transcript of cross-examination of Dr. Ifcmgno taken nn Tim** ?fi ?flO? 
(Canada, Federal Court-Trial Division, CovutNoTT- 187 1-01), pp. 2346-2411; 
Exhibit U: Affidavit of Patrick Taylor sworn April 2 S 2002 (Canada, Federal P^urr-Trial 
Division, Court No. T-1871-01), pp. 2412-2414, further including: Exhibit A: Product 
Monograph for COREG™ (carvedilol). pp/2415-2419: Exhibit B: Further Detailed 
Information of the Prior Art References firfund in Appendix "A" to the Pharmascience 
Notice of Allegation, pp. 2420-2463; Inhibits C-F not included: Documents struck by 
Canadian Court order dated June 1 1 , 2002; 

Exhibit V: Affidavit of Dr. Lawrenc/ Zisman sworn April 1, 2002 (Canada, Fedpral 
Court-Trial Division, Court No. TM871-01), pp. 2469-2490, further including: Exhibit A: 
Curriculum vitae* pp. 2491-2504/Exhibit B: Comparison document prepared by 
Hitchman & Sprigings, pp. 2506-2521; 

Exhibit W: Transcript of cros/examinarion of Dr. Zisman taken nn Inly 900? pp 
2522-2592. / 






124. 


Applicants 1 Record Vohnfie 6 of 6 filed in GlaxoSmithKline Inc., and Smithkline 
Beecham Corporation v/ The Minister of Health and Pharmascience Inc., Court No. T- 
1 87 1 -00, further including: 

Exhibit X: Written Representations, Applicants 1 Memorandum nf Fart and T .aw pp 9 W*. 
2623. / 
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ioffrnann-La Roche Limited, and 
f : of Health, and Novopharm Limited, 



Affidavit of Edwin J. Gale, March 8, 2002, filed i 
Smithkline Beecham Corporation v. The Ministj 
Court No. T-84-02, further including: 
Exhibit A : Copy of Canadian Letters Patent/Io. 2,212,548; 

Exhibit B : Notice of Allegation dated November 28, 2001 from Novapharm Limited to 
Hoffmann-La Roche; 

Exhibit C : Chart of Edwin J. Gale illustrating various claim types used to cover 
pharmaceuticals including first and second medical uses and pharmaceuticals; 
Exhibit D : Practice Notice regarding Chemical Patent Practice from the Canadian Patent 
Office Record of May 9, 1989; 
Exhibit E : Copy of section on Method of Use and Use claims from the Canadian Manual 
of Patent Office Practice dated March 1998; 

Exhibit F : Copy of Canadi^a Patent No. 2,212,548 claims grouped by type. 
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Applicants* Record filed in GlaxoSmithKline Inc. and Smithkline Beecham ConJoration v. 
Apotex Inc. and The Minister of Health, Court File No. T-2 105-02 (Canadian'Federal 
Court-Trial Division), containing an Index and: 

Exhibit A : Apotex Inc. Notice of Allegation dated November 1, 2003, gjff 1-2; 
Exhibit B : Notice of Application dated December 16, 2002, pp: 3-13y 
Exhibit C : Apotex Inc. Notice of Appearance dated December 20, 2002, pp. 14-16; 
Exhibit D : Minister of Health Notice of Appearance dated Decenier 31, 2002, pp. 17-18; 
Exhibit E : Affidavit of Lidia O. Derewlany sworn on February^, 2003, pp. 19-23, 
further including: Exhibit 1 : Canadian Patent No. 2,2 12,548/pp. 24-54; Exhibit 2: 
Abstract of tide for Canadian Patent No. 2,212,548, pp. 55^56; Exhibit 3: German Patent 
Application No. 19503995.5, pp. 57-63; Exhibit 4: English translation of German Patent 
Application No. 19503995.5, pp. 64-70; Exhibit 5: IL&. Patent Application No. 
08/483,635, pp. 71-92; Exhibit 6: Notice of 0>mpUfince dated February 17, 1995 and 
approved product monograph for Kredex tablets^). 93-1 15; Exhibit 7: Cover page of the 
S/NDS dated December 13, 1995 for Coreg™ tablets (redacted), pp. 116-118; Exhibit 8: 
Correspondence from Viera Pastorek, Health/Canada, dated January 10, 1996, pp. 1 19- 
121; Exhibit 9: Notice of Compliance dated^eptember 30, 1996, pp. 122-160; Exhibit 10: 
Health Canada Patent Lists filed by Hoffitann-LaRoche for Coreg™ tablets, pp. 161-165; 
Exhibit 1 1: Cover page for the Septeinbfer 13, 2001 S/NDS filed by GlaxoSmithKline Inc., 
pp. 166-167; Exhibit 12: Corresponctehce from A. Minkiewicz-Janda dated October 29, 
2001, pp. 168-171; Exhibit 13: Hearth Canada Patent Lists filed by GlaxoSmithKline Inc., 
pp. 172-176; Exhibit 14: Notice of Compliance dated April 10, 2002 and approved 
product monograph for Coreg T y4ablets, pp. 177-227; 

Exhibit F : Transcript of cross-examination of Lidia O. Derewlany taken April 24, 2003, 
pp. 229-269; 

Exhibit G : Correspondence dated May 23, 2003 for Ogilvy Renault to Goodmans LLP, 
pp. 270-271; 

Exhibit H : Affidavit ofi£>ianne Kathleen Grise' sworn on February 14, 2003, pp. 272-275; 
Exhibit I : Transcript cn cross-examination of Dianne Kathleen Grise' taken May 6, 2003, 
pp. 276-312; . 

Exhibit J : Affidavif of Bernard Sherman sworn on March 7, 2003, pp. 313-315; 
Exhibit K : Writtp Representations, memorandum of Fact and Law, of GlaxoSmithKline 
and SinithKlinefeeecham Corporation dated June 5, 2003, pp. 316-346. 
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Applicants , Record, Volume 1 of 7, filed in Hoffmann-La Roch^Limited and Smithkline 
Beecham Corporation v. The Minister of Health and Novopharoi Limited, Court No. T- 
84-02 (Canadian Federal Court-Trial Division), contairiinfi^an Index and: 
Exhibit A : Novopharm Limited Notice of Allegation datexl November 28, 2001, pp. 1-20; 
Exhibit B : Notice of Application issued January 16, 2002, pp. 21-36; 
Exhibit C : Novopharm Limited Notice of Appearand dated January 18, 2002, pp. 37-39; 
Exhibit D : Minister of Health Notice of Appearance dated January 24, 2002, pp. 40-41; 
Exhibit E : Order of Prothonotary Lafreniere darai February 1 1, 2002, pp. 42-44; 
Exhibit F : Confidentiality Order of Prothonotffry Lafreniere dated February 11, 2002, pp. 
45-52; 

Exhibit G : Correspondence dated February 18, 2002 from Heenan Blaikie, counsel for the 
Respondent, Novopharm Limited to Ogtfvy Renault, counsel for the Applicants, pp. 53- 
55; 

Exhibit H : Order of Prothonotary Lafreniere dated November 4, 2002, pp. 56-57; 
Exhibit I : Correspondence dated Jsfnuary 27, 2003 from Heenan Blaikie, counsel for the 
Respondent, Novopharm Limitecf to Ogilvy Renault, counsel for the Applicants, pp. 53- 
57a; 

Exhibit J : Affidavit of Patrica/R Jansons sworn March 4, 2002, pp. 58-72, further 
including: Exhibit A : Certified copy of Canadian Letters Patent No. 1,259,071, pp. 73- 
115; Exhibit B : Certified copy of the Abstract of Title for Canadian Letters Patent No. 
1,259,071, pp. 1 16-117; tSxhibit C: Certified copy of Canadian Letters Patent No. 
2,212,548, pp. 1 l8-146/ Exh*bitD : Certified copy of the Abstract of Title for Canadian 
Letters Patent No. 2,2p,548, pp. 147-148; Exhibit E : Copy of CPS entry for COREG™, 
pp. 149-154; Exhibits : Copies of the 104 prior art references listed at page 5 & 6 and 
Appendix A & B o/the Novopharm Notice of Allegation, pp. 155-534. 
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Applicants' Record, Volume 3 of 7, filed in Hoffmann-La Roche Limited, and Si 
Beecham Corporation v. The Minister of Health and Novopharm Limited, Cou/fNo. 
84-02, further including: 
Exhibit K : Affidavit of Dr. Mary Ann Lukas sworn March 7, 2002, pp. 1026-1059, further 
including: Exhibit A : Curriculum vitae, pp. 1060-1067; Exhibit B : Canadian Letters 
Patent No. 2,212,548, pp. 1068-1 105; Exhibit C : German Patent Application No, 
19503995.5 dated February 8, 1995, pp. 1 106-1 1 12; Exhibit D : Enflish translation of 
German Application, pp. 1 1 13-1 1 19; Exhibit E : U.S. Patent A«flication No. 08/483,635 
dated June 7, 1995, pp. 1 120- 1 14 1 ; ExhibitF: Novopharm Nonce of Allegation (Nov. 28, 
2001), pp. 1 142-1162; Exhibit G : Loeb et al, 87 Circulatusfh VI-78 to VI-87 (1993), pp. 
1 163-1 173; Exhibit H : DiBianco et al., 320 N.EJ. Med/577-683 (1989), pp. 1 174-1 181; 
Exhibit I : Packer et al., 325 N.E.J. Med 1468-1475 U991), pp. 1 182-1 190; Exhibit J : 
Feldman et al., 329 N.EJ. Med. 149-155 (1993), nfl-1 198; Exhibit K : Results of 
Xamoterol Trial, 336 Lancet 1-6 (1990), pp. 11904205; Exhibit L : Results of the 
Metoprolol in Dilated Cardiomyopathy (MDSVTrial, 342 Lancet 1441-46 (1993), pp. 
1206-1212; Exhibit M : Results of the CffiIS4 Trial, 90 Circulation 1765-1773 (1994), pp. 
1213-1222; Exhibit N : Results of the U.SyCarvedilol Trials, 334 N.EJ. Med. 1349-1355, 
pp. 1223-1230; Exhibit O : Pfeffer editorial on U.S. Carvedilol Trials 334 N.EJ. Med. 
1396-1397, pp. 123 1-1233; MMI^esults of COPERNICUS Trial, 344 N.EJ. Med. 
1651-1658, pp. 1234-1242; Exhibit JO : Further commentary on prior art, pp. 1243-1256; 
Exhibit L : Transcript of cross-exajnination of Dr. Lukas taken on January 28, 2003, pp. 
1257-1333; 

Exhibit M : Affidavit of Dr. WjfiiamT. Abraham sworn March 8, 2002, pp. 1334-1382, 
further including: Exhibit Aj/ Curriculum vitae, pp. 1383-1428; Exhibit B : Notice of 
Allegation (pp. 3-19), pp. 1429-1449; Exhibit C : Canadian Letters Patent No. 2,212,548, 
pp. 1450-1481: Exhibit O : Glossary of medical terms, pp. 1482-1488, Exhibit E : Further 
commentary on prior art pp. 1489-1506; 

Exhibit N : Transcrip^of cross-examination of Dr. Abraham taken on November 26, 2002, 
pp. 1507-1628, further including: Exhibit 1: Abraham et al., 39 Advances in Internal 
Medicine, 22-47 C1994); Exhibit 2: Results of CONSENSUS Trial, 316 N.EJ. Med. 1429- 
1435 (1987); Exhibit 3: Bristow et al., 94 Circulation, 2807-16 (1996); Exhibit 4: Shakar 
et al., 31 JACC: 1336-1340 (1998), Exhibit 5: Gilbert et al., 94 Circulation 2817-25 
(1996); ExhjBit 6: Abraham et al., 22 Hepatology, 737-743 (1995). 



Examiner 




Date 




Signature 




Considered 


1 



EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not 
in conformance and not considered, include copy of this form with next communication to applicant. 



INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 

(Use as many sheets as necessary) 


Complete if Known 


Application Number 


10/721,022 / 


Filing Date 


November 25, 2003 / 


First Named inventor 


Lukas-Laskey el al. / 


Art Unit 


1614 y 


Examiner Name 


Not Yet Assigned >^ 


Sheet 21 j of 24 


Attorney Docket Number 


04012.0384-00000 / 



Applicants 1 Record, Volume 4 of 7, filed in Hoffmann-La Roche Limited, and Sfnithkline 
Beecham Corporation v. The Minister of Health, and Novopharm Limited, Jpourt No. T- 
84-02, containing an Index and: 

Exhibit O : Affidavit of Dr. Nadia S. Giannetti sworn March 8, 2002, ojj. 1629-1656, 
further including Exhibit 1: Curriculum vitae, pp. 1657-1669; Exhibit 2: Novopharm 
Notice of Allegation (Nov. 28, 2001), pp. 1670-1690; Exhibit 3^danadian Letters Patent 
No. 2,212,548, pp. 1691-1723; Exhibit 4: List of prior art referenced in Notice of 
Allegation, pp. 1724-1737; Exhibit 5: Correspondence fropfHeenan Blaikie to Ogilvy 
Renault dated February 18, 2002, pp. 1739-1742; 
Exhibit P : Transcript of cross-examination of Dr. Giaiihetti taken on December 20, 2002, 
pp. 1743-1842, further including Exhibit 1: Johnstone et al., 10 Can. J. Cardiol 613-631 
(1994); Exhibit 2: Giannetti et al., 107 Am. J. Mra., 228-233 (1999); Exhibit 3: Cecere et 
al., Can J Cardiol, Vol. 17, Supp C, Abstract 272 (Sept. 2001); Exhibit 4: Cecere et al., 
Can J Cardiol, Vol. 17, Supp C, Abstract 370XSept 2001); Exhibit 5: Cantarovich et al., J. 
Heart Lung Trans, Vol 20(2), Abstract 2^6 (2001); Exhibit 6: Cantarovich et al., J. Heart 
Lung Trans, Vol 20(2), Abstract 166 (2 
Exhibit O : Affidavit of Dr. Mark Laufens sworn March 8, 2002, pp. 1843-1847, further 
including Exhibit A : Curriculum vjfae, pp. 1848-1877; Exhibit B : Novopharm Notice of 
Allegation (Nov. 28, 2001), pp. >878-1898; Exhibit C : Canadian Letters Patent No. 
1,259,071, pp. 1899-1941; 

Exhibit R : Affidavit of Edwin' Gale sworn March 8, 2002, pp. 1942-1951, further 
including: Exhibit A : CopVof Canadian Letters Patent No. 2,212,548, pp. 1952-1983; 
Exhibit B : Novopharm Notice of Allegation (Nov. 28, 2001), pp. 1984-2004; Exhibit C : 
Chart illustrating various claim types used to cover pharmaceuticals, pp. 2005-2006; 
Exhibit D : Practice Notice regarding Chemical Patent Practice taken from the Canadian 
Patent Office Reco/& of May 9, 1989, pp. 2007-2008; Exhibit E : Section 1 1.10.02 entitled 
"Method of Use and Use Claims" from the Canadian Manual of Patent Office Practice, pp. 
2009-2013; Exftfoit F : Canadian Letters Patent No. 2,212,548 claims grouped by type, pp. 
2014-2015. ' 
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Applicants' Record, Volume 5 of 7, filed in Hoffmann-La Roche Limited, and^mithkline 
Beecham Corporation v. The Minister of Health, and Novopharm LhrnteoVdourt No. T- 
84-02, containing an Index and: 

Exhibit S : Affidavit of Dr. John Parker sworn March 1 1, 2002, pp. 201 6-2054, further 
including: Exhibit A : Curriculum vitae, pp. 2055-2077; Exhibit B/ Notice of Allegation, 
pp. 2078-2098; Exhibit C : Canadian Letters Patent No. 2,21244$, pp. 2099-2130; Exhibit 
D: Glossary of medical terms, pp. 2131-2137; Exhibit E : Pajrfrer et al., 334 N.EJ. Med. 
1349-1355 (1996), pp. 2138-2145; Exhibit F : Results of M Metoprolol in Dilated 
Cardiomyopathy (MDC) Trial 342 Lancet 1441-1446 0993), pp. 2146-2152; Exhibit G : 
Results of CIBIS I Trial 90 Circulation, 1765-1773 C-T994), pp. 2153-2162; Exhibit H : 
Pfeffer editorial on U.S. Carvedilol Trials, 334 RIU. Med. 1396-1397 (1996), pp. 2163- 
2165; Exhibit I : Results of COPERNICUS Tript; 344 N.E.J. Med. 1651-1658 (2001), pp. 
2166-2174; Exhibit J : Results of BEST Tria^334 N.E.J. Med. 1659-1667 (2001), pp. 
2175-2184; Exhibit K : Further commentary on prior art, pp. 2185-2196; 
Exhibit T : Transcript of cross-examination of Dr. Parker taken on December 18, 2002, pp. 
2197-2364, further including Exhibit if Johnstone et al., 10 Can. J. Cardiol 613-631 
(1994); Exhibit 2: Parker, 19 Eur. Hfeart J. Suppl. 1 1 15-1 19 (1998); Exhibit 3: Rapaport et 
al., 101 Am. J. Med. 4A-61S-4A70S (1996); Exhibit 4: Al-Hesayen et al., 39 JACC 1269- 
1274 (2002); Exhibit 5: Azevedb et al., Circulation 2053-2056 (2000); Exhibit 6: Parker et 
al., 84 Circulation 1040-1 048^(1 991); Exhibit 7: Azevedo et al., 33 JACC 186-191 (1999); 
Exhibit 8: Azevedo et al., Circulation 274-279 (1999); 

Exhibit U : Affidavit of Df\ Ian Winterbora sworn March 11, 2002, pp. 2365-2380, further 
including: Exhibit A : Curriculum vitae, pp. 2381-2385; Exhibit B : Notice of Allegation 
(Nov. 28, 2001), pp. 2386-2406; Exhibit C : Notice of Application, pp. 2407-2423; Exhibit 
D: Canadian Letter/Patent No. 2,212,548, pp. 2424-2455; Exhibit E : Canadian Letters 
Patent No. 1,259-071, pp. 2456-2498; Exhibit F : Canadian Letters Patent No. 1,129,416, 
pp. 2499-2548;y Exhibit G : United States Letters Patent No. 4,503,067, pp. 2549-2559. 
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Applicants 1 Record, Volume 6 of 7, filed in Hoffmann-La Roche Limited, and Smithkline 
Beecham Corporation v. The Minister of Health, and Novopharm Limited, Court No. T- 
84-02, containing an Index and: 

Exhibit V: Affidavit of Dr. Mitchell Arnold Henry Levine sworn August 1 2007^ pp 
2560-2583, further including: Exhibit A: Curriculum vitae. pp. 2584-2614; 
Exhibit W: Transcript of cross-examination of Dr. Mitchell Arnold Henry T^evine taken nrf 
November 29, 2002, pp. 2615-2673, further including Exhibit A: Book entitled "Drue^of 
Choice: A Formulary for General Practice" (Canadian Medical Association: Toronto^ 
1995), pp. 2674-2849; . / 
Exhibit X: Affidavit of Dr. Michael Bohrn sworn August 16, 2002, pp. 2850 7 2«7S J further 
including Exhibit A: Curriculum vitae T pp. 2876-2980; / 
Exhibit Y: Transcript of cross-examination of Dr. Michael Bohm takenyfm December Q A 
2002, pp. 2981-3028, further including: Exhibit 1: Article entided , T>ffierent Intrinsic 
Activities of Bucidolol, Carvedilol and Metoprolol in Human Faijmg Myocardium," 
British Journal of Pharmacology (2000), 130, 1131-1139, pp. 3029-3037; Exhibit 2: 
Article entitled "Prospective Crossover Comparison of Cary/mlol and Metoprolol in 
Patients with Chronic Heart Failure," American College oTCardiology, 38(4), 934-46 
(2001), pp. 3038-3045; Exhibit 3: "P-Blocker Treatme^of Chronic Heart Failure with 
Special Regard to Carvedilol" from book entided "Heirt Rate is a Determinant of Cardiac 
Function - Basic Mechanism and Clinical Significance," G. Hasenfuss et al. ed. 
(Steinkopff Verlung Darmstadt 2000) pp. 3046^067. 

Exhibit Z: Affidavit of Dr. Robert Rangno sworn August 20, 2002, pp 1068-^O04 ; further 
including Exhibit A: Curriculum vitae. pp.^095-3102. 

Exhibit AA: Transcript of cross-examinj^fon of Dr. Rangno taken on November 1 S ?nn? 
pp. 3103-3152. / 






132. 


Affidavit of Dr. Mark Lautens filed in GlaxoSmithKhne Inc., and Smithkkne Beecham 
Corporation v. The Minister of Jfealth, and Apotex Inc., Court No. T-149-02, further 
including: / 
Exhibit A: Curriculum vitaa( 

Exhibit B: December 12,2001 Notice of Allegation from Apotex Inc. to Smithkline 
Beecham Pharma Inc.;/ 

Exhibit C: Canadian l&tters Patent No. 1,259,071; 






133. 


Notice of Applicafion filed in GlaxoSmithKline Inc., and Smithkline Beecham 
Corporation v. the Minister of Health, and Apotex Inc., Court No. T-149-02. 






134. 


Record of Respondent, Apotex Inc., filed in GlaxoSmithKline Inc. and Smithkline 
Beecham ^Corporation v. The Minister of Health and Apotex Inc., Court File No. T-149- 
02, further including: 

ExhibK 1 : Memorandum of Fact and Law of the Respondent, Apotex Inc. 
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135. 


Reasons for Order and Order, filed in GlaxoSmithKline In£ and Smitfakline Beecham 
Corporation v. The Minister of Health and Pharmascie^ce Inc., Court No. T- 187 1-01. 






136. 


Amended Reasons for Order and Order, filed in^laxoSmithKline Inc. and Smithkline 
Beecham Corporation v. The Minister of HeaHft and Pharmascience Inc., Court No. T- 
1871-01. / 
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